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1. Restriction is required under 35 U.S.C. 121 and 372. 

This application contains the following inventions or groups of inventions which are not 
so linked as to form a single general inventive concept under PCX Rule 13.1. 

In accordance with 37 CFR 1.499, applicant is required, in reply to this action, to elect a 

single invention to which the claims must be restricted. 

Group 1, claim(s) 1-5, 7-13 and 15-17, drawn to a process of preparing cells for cell therapy 
comprising inducing Th cells or both Thl and Tel cells that having a nonspecific antitumor 
activity and imparting antigen specificity to the cells by transducing a gene for a TCR that 
recognize a cancer-associated antigen. 

Group 11, claim(s) 1, 6-9 and 14-17, drawn to a process of preparing cells for cell therapy 
comprising inducing Th cells or both Thl and Tel cells that having a nonspecific antitumor 
activity and imparting antigen specificity to the cells by culturing a T cell-containing material in 
the presence of anti-CD3 antibody and IL-2, or further includes IL-12. 

Group III, claim(s) s 18 and 19, drawn to cells for cell therapy that are produced by a process 
comprising inducing Th cells or both Tel and Thl cells that having a nonspecific antitumor 
activity and imparting antigen specificity to the cells. 

Group IV, claim(s) 20 and 21, drawn to a method for preventing or treating tumor by using the 
cells of group III. 

2. The inventions listed as Groups I-FV do not relate to a single general inventive concept 
under PCT Rule 13.1 because, under PCT Rule 13.2, they lack the same or corresponding special 
technical features for the following reasons: The putative special technical feature common to 
groups 1-1 V is the Th cells or both Thl and Tel cells that having a nonspecific antitumor activity 
and the impartation of antigen specificity to the cells. Tsuji et al., April 2003 (Cancer Science, 
Vol. 94, No. 4, p. 389-393) discloses preparation of nonspecific Tel cells, naive CD8+ T cells 
fi"om C57BL/6 mouse spleen and activation of those cells by 2ug/ml plate bound anti-CD3 mAb 
under Tel, Tc2 or neutral condition (e.g. p. 389, right column). Antigen-nonspecific CD8+ T 
cells were polyclonally expanded in the presence of IL-2, Thl cytokines (IFN-gamma and lL-12) 
and anti-IL-4 mAb. The polyclonally activated CD8+ cells were transduced by retrovirus 
expressing 2C TCR alpha or 2C TCR beta chain to generate antigen-specific cj^otoxic T 
lymphcytes (CTL) (e.g. abstract). Ohmi et al., 1999 (Cancer Immunology, immunotherapy, Vol. 
48, p. 456-462) reports Thl or Tli2 cells were induced fi-om naive Th cells obtained fi-om 
ovalbumin-specific T cell receptor (TCR) transgenic mice. Those T cells are antigen- 
nonspecific. However, co-culturing the Thl cells with bispecific antibody consisting of anti- 
(mouse CD3) mAb and anti-(himian cErbB-2) mAb results in Thl cells that show antitumor 
activity in vivo against human C-erbB-2 positive tumor cells implanted in nude mice (e.g. 
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abstract). Therefore, no special technical feature has been contributed by the instant invention 
over the prior art. Thus, groups I-IV do not relate to a single general inventive concept under 
PCTRule 13.1. 

3. This application contains claims directed to more than one species of the generic 
invention. These species are deemed to lack unity of invention because they are not so linked as 
to form a single general inventive concept under PCT Rule 13.1. 

The species are as follows: 

Cancer-associated antigen WTl, CEA, AFP, CA19-9, CA125, PSA, CA72-4, SCC, MK- 
1, MUC-1, p53, HER2, G250, gp-100, MAGE, BAGE, SART, MART, MYCN, BCR-ABL, 
TRP, LAGE, GAGE, and NY-ESOl. 

Applicant is required, in reply to this action, to elect a single species to which the claims 
shall be restricted if no generic claim is finally held to be allowable. The reply must also identify 
the claims readable on the elected species, including any claims subsequently added. An 
argument that a claim is allowable or that all claims are generic is considered non-responsive 
imless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which are written in dependent form or otherwise include all the 
limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. MPEP 
§ 809.02(a). 

4. The claims are deemed to correspond to the species listed above in the following manner: 
Claims 1-5,7-13 and 15-17 of group I read on the species listed above. 

The following claim(s) are generic: claims 1-4, 7-12 and 15-17. 



Application/Control Number: 1 0/5 83 ,860 Page 4 

Art Unit: 1632 

5. The species listed above do not relate to a single general inventive concept under PCX 
Rule 13.1 because, under PCX Rule 13.2, the species lack the same or corresponding special 
technical features for the following reasons: Xhey do not share common core structures or 
properties. Xhey have diverse amino acid sequences, biological functions and antigen 
specificities. 

Applicant is advised that the reply to this requirement to be complete must include (i) an 
election of a species or invention to be examined even though the requirement may be traversed 
(37 CFR 1.143) and (ii) identification of the claims encompassing the elected invention. 

Xhe election of an invention or species may be made with or without traverse. Xo 
preserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the election 
shall be treated as an election without traverse. 

6. Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compHance with 37 CFR 1 .48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.1 7(i). 

7. Xhe examiner has required restriction between product and process claims. Where 

applicant elects claims directed to the product, and the product claims are subsequently found 
allowable, withdrawn process claims that depend from or otherwise require all the limitations of 
the allowable product claim will be considered for rejoinder. All claims directed to a nonelected 
process invention must require all the limitations of an allowable product claim for that process 
invention to be rejoined. 



Application/Control Number: 1 0/5 83 ,860 Page 5 

Art Unit: 1632 

In the event of rejoinder, the requirement for restriction between the product claims and 
the rejoined process claims will be withdrawn, and the rejoined process claims will be fully 
examined for patentability in accordance with 37 CFR 1.104. Thus, to be allowable, the rejoined 
claims must meet all criteria for patentability including the requirements of 35 U.S.C. 101, 102, 
103 and 112. Until all claims to the elected product are found allowable, an otherwise proper 
restriction requirement between product claims and process claims may be maintained. 
Withdrawn process claims that are not commensurate in scope with an allowable product claim 
will not be rejoined. See MPEP § 821 .04(b). Additionally, in order to retain the right to rejoinder 
in accordance with the above policy, applicant is advised that the process claims should be 
amended during prosecution to require the limitations of the product claims. Failure to do so 
may result in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement is 
withdrawn by the examiner before the patent issues. See MPEP § 804.01. 

Any inquiry concerning this conmiunication or earlier conmiunications from the 
examiner should be directed to Shin-Lin Chen whose telephone number is (571) 272-0726. The 
examiner can normally be reached on Monday to Friday from 9:30 am to 6 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for this group 
is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 
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Patent applicants with problems or questions regarding electronic images that can be 
viewed in the Patent Apphcation Information Retrieval system (PAIR) can now contact the 
USPTO's Patent Electronic Business Center (Patent EBC) for assistance. Representatives are 
available to answer your questions daily from 6 am to midnight (EST). The toll free number is 
(866) 217-9197. When calling please have your application serial or patent number, the type of 
document you are having an image problem with, the number of pages and the specific nature of 
the problem. The Patent Electronic Business Center will notify applicants of the resolution of 
the problem within 5-7 business days. Applicants can also check PAIR to confirm that the 
problem has been corrected. The USPTO's Patent Electronic Business Center is a complete 
service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Intemet-based access to patent apphcation status and history information. It also 
enables applicants to view the scanned images of their own application file folder(s) as well as 
general patent information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786- 

9199. 



Shin-Lin Chen, Ph.D. 



/Shin-Lin Chen/ 

Primary Examiner, Art Unit 1632 



